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DETAILED ACTION 

Election/Restrictions 

1. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1. 

To have a general inventive concept under PCT rule 13.1, the inventions need to 
be linked by a special technical feature. The special technical feature recited in claim 1 
is a method for producing a monoclonal antibody, said method comprising the steps of: 
a) introducing at least one candidate antigen into an animal; b) recovering antibody- 
producing cells from said animal and rendering these cells into a single cell suspension; 
c) generating an immortalized cell line from said single cell suspension; d) screening the 
supernatant of said immortalized cell line against a protein chip on which the candidate 
antigen is displayed; and (e) selecting as said monoclonal antibody, an antibody that 
binds to said candidate antigen. In view of this Kucherlapati et al (US-PAT-NO: 
6075181, DATE-ISSUED: June 13, 2000) reads on the claim. Kucherlapati et al teach 
methods to produce human antibodies by a process wherein at least one step of the 
process includes immunizing a transgenic nonhuman animal with the desired antigen. 
The modified animal fails to produce endogenous antibodies, but instead produces B- 
cells which secrete immunoglobulins with fully human variable regions. The antibodies 
produced include fully human antibodies and can be obtained from the animal directly, 
or from immortalized B-cells derived from the animal. Alternatively, the genes encoding 
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the immunoglobulins with human variable regions can be recovered and expressed to 
obtain the antibodies directly or modified to obtain analogs of antibodies (paragraph 8, 
in particular); and further that the affinity of the monoclonal antibodies to the antigen 
was determined using commercially available reagents and instrumentation. BIAcore 
Instrument, CMS sensor chips, wherein the antigen was immobilized the surface of the 
sensor chips (paragraph 86, in particular). Therefore the technical feature recited in 
claim 1 is not special. Accordingly the groups are not so linked as to form a single 
general concept under PCT Rule 13.1, 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

1. Claims 1-15, 18, 19, drawn to a method of producing a monoclonal antibody. 

II. Claim 16, drawn to a method for producing an immortalized cell line that 
produces a monoclonal antibody. 

III. Claims 20 and 23-25, drawn to a monoclonal antibody. 

IV. Claim 21 , drawn to an anti-idiotype antibody. 

V. Claim 22, drawn to an anti-anti-idiotype antibody. 

VI. Claim 26, drawn to a bank of immortalized cell lines. 

2. The inventions listed as Groups l-IX do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: As set forth above, 



Application/Control Number: 10/51 1 ,148 Page 4 

Art Unit: 1643 

in view of the teaching of Thompson et al the groups are not so linked as to form a 
single general concept under PCT Rule 13.1 because the technical feature of claim 1 is 
not special. 

Inventions of Groups III, IV, V and VI represent separate and distinct products 
which are made by materially different methods, and are used in materially different 
methods which have different modes of operation, different functions and different 
effects. The monoclonal antibody of Group III, the anti-idiotype antibody product of 
Group IV and the anti-anti-idiotype antibody of Group V and the bank of immortalized 
cell lines of Group VI are all structurally and chemically different from each other. The 
antibodies of groups II, IV and V differ from each other because represent separate and 
distinct antibody products because they bind to chemically distinct epitopes on a variety 
of distinct polypeptides that differ in amino acid sequence. The examination of all 
groups would require different searches in the U.S. Patent shoes and the scientific 
literature and would require the consideration of different patentability issues. Thus the 
inventions III, IV, V and VI are patentably distinct. 

The inventions of Groups I and II are materially distinct methods which differ at 
least in objectives, method steps, reagents and/or dosages and/or schedules used, 
response variables, and criteria for success. In the instant case, Group I is recites a 
method of producing a monoclonal antibody and Group II recites a method for 
producing an immortalized cell line that produces a monoclonal antibody. Thus, each 
group differs in method objectives, method steps and parameters and in the reagents 
used. Further, each group is unrelated as they comprise distinct steps and utilize 
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different products which demonstrates that each method has different mode of 
operation. Each invention further performs this function using structurally and 
functionally divergent material. Moreover, the methodology and materials necessary for 
detection differ significantly for each of the materials. The examination of all groups 
would require different searches in the U.S. PATENT shoes and the scientific literature 
and would require the consideration of different patentability issues. Thus Inventions I 
and II are separate and distinct in having different method steps and different endpoints 
and are patentably distinct. 

3. Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification, restriction 
for examination purposes as indicated is proper. Furthermore, because these 
inventions are distinct for the reasons given above and the search required for one 
group is not required for another group, restriction for examination purposes as 
indicated is proper. 

4. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a petition under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.17(1). 
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5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Parithosh K. Tungaturthi whose telephone number is 
571-272-8789. The examiner can nomially be reached on Monday through Friday from 
8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry R. Helms, Ph.D. can be reached on (571) 272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

6. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Respectfully, 

Parithosh K. Tungaturthi, Ph.D. 
Ph: (571) 272-8789 
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